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• Determines level of regulation applied to the device
• Class I 

– General Controls (GMPs)
– Low risk devices
– 46% of all devices
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– Moderate risk devices
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• Class III
– General/Special controls & PMA
– Moderate and high risk devices
– Clinical data needed
– <10% of all devices
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“reasonable assurance of safety and 
effectiveness”

• Safety -- probable benefits outweigh 
the probable risks
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• Device otherwise not available
• No alternative device
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• Safety threshold is different
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• IRB approval required
• Informed consent not req’d
• Subject to GMPs
• Cannot make a profit
• 75 day review
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• 510(k) Staff - (301) 594-1190
• IDE/HDE Staff - (301) 594-1190
• PMA/PDP Staff - (301) 594-2186
• Jurisdictional Issues for Combination Devices

– Eugene Berk (301) 594-1190
• Web-sites

– Center for Devices and Radiological Health: 
http://www.fda.gov/cdrh/index.html

– Device Advice: 
http://www.fda.gov/cdrh/devadvice/index.html

• 510(k) Staff - (301) 594-1190
• IDE/HDE Staff - (301) 594-1190
• PMA/PDP Staff - (301) 594-2186
• Jurisdictional Issues for Combination Devices

– Eugene Berk (301) 594-1190
• Web-sites

– Center for Devices and Radiological Health: 
http://www.fda.gov/cdrh/index.html

– Device Advice: 
http://www.fda.gov/cdrh/devadvice/index.html



ODE Contacts continued...ODE Contacts continued...
• Division of Dental, Infection Control, & General Hospital 

Devices - (301) 443-8879
• Division of General, Restorative, & Neurological Devices

– (301) 594-1184 
• Division of Ophthalmic & ENT Devices

– (301) 594-2205
• Division of Clinical Laboratory Devices

– (301) 594-3084
• Division of Cardiovascular & Respiratory Devices

– (301) 443-8320
• Division of Reproductive, Abdominal, & Radiological 

Devices - (301) 594-5072
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